42 Provisonal Guidancefor the Outlineof the SIDS Initial Assessment Report

421 Geneal agpects

1 The purpose of this document is to provide guidance on the nature, sructure and format of the SDS Initid
As=ssment Reports (SARs). Such reports are to be prepared by the Soonsor countries and dreulated to the SDS Contact
Pointsin aprompt manner to ensure their reedinessfor discusson & the DS Initid Assessment Medting (SAM).

2 The sructure of the SDS Initidl Assessment Report should be such thet it can be reedily discussed & the SDS
Initid Assessment Medting, and can provide asssance in drawing condusions reaed to the potentid risk of the chemicd
and priority for further work or action. With this in mind, it would be convenient if dl such reports folowed the same
forma and dructure thus dlowing quick and efficent references to be made 1t would dso enable the same types of
information to be found in the same place in eech report.

3. At the same time, harmonisation of assessment methods and contents of assessment reports is recommended in
order that the same condusions are made when Smilar data sts are reviewed and to make reports more comprehengble and
ussble to dl Member countries  This document provides a modd for harmonization of the sructure and content of
asEsImant reports

4. Where an assessmernt report on a chemicd has dready been produced for anationd or regiond programme, it
should be usad to the extent possble, despite differences in sructure to that proposed here, in order to avoid duplication of
work. From this point of view, flexibility on minor issues eg. headings, is acceptableif the overdl dructure and content of
the assessment report follow the guidance st out beow.

422 Documentsto be prepared

5. Documents to be submitted to the SIDS Initid Assessment Medting, i.e previoudy dreulated to the SDS
Contact Points and the Secretariat, cons gt of the fallowing:

Cover pege;

S DS Initid Asssssment Profile

Full SDS Summary; and

SDSInitid Assessment Report with Full SDS Dosser

6. The cover page (the format is shown in Annex 2 to this guidance) reviews the dedsons teken in the SDS
Review prooess regarding SIDS testing to be undertaken and brigfly describes the higory of the chemicd in the programme
todate.

7. The SDS Initid Assessment Prafile which fallows the cover page (the formeat is shown in Annex 3 to this
guidance) summaises the condusions of the initid assessment and recommendaions based on them by the Sponsor
country.  Condudons indude the summeary of properties and effects of the chemicd and the resut of the assessment on
potentia risk to man and the environment. Recommendations rdate to the need for further work or action on the chemicd.

The reasons which support the recommendations, induding those rdated to risk reduction messures or sfe handling
procedures in Member countries, should be given. Proposals for Pog-SDS work or in-depth risk assessment, or further
action in the area of risk management, as gopropriate, should dso be destribed. This profile is Smilar to Chepter 5 of the
asessmat report shownin Annex 1 to thisguidance

8. The full DS Summary (the format is shown in Annex 4 to this guidance) will help reeders underdand the
properties and effects of the chemicd.  Although it may repeat information later contained in the assessment report and the
Full SDS Dosser, this table is meant to dlow a quick review of the data (eg. properties, exposure and effects). Data
beyond SDS reguirements cen be added if the items ae rdevat to the assessmet of the chemicd, eg.
corrogveness/irritation, caranogeniaity.

This document waas prepared by the OECD Secretariat based on the agreements reached in the OECD Exiding Chemicas
Programme up to May 1996. This guidance should be gpplied to the assessment reports prepared for the 4th SAM and
therefter.

EXCHWMANUAL\9%6-4-2DOC/May 1996



423 Full SDSDosser

0. The Full SDS Dosser, induding information additiond to the SDS requirements, if avalable, should be
annexed tothe DS Initid Assessment Report.

10. In order to avoid duplicative work; it is assumed thet the origindl SIDS Dasser prepared by the Sponsor country
and reviewed in the SDS Review Process will form the bags for the SDS Initidl Assessment Report. Thisorigind SDS
Dosser may have to be updated by the Sponsor country to become a Full SDS Dos3e, i.e indusion of the resuits of the
SDS tedts which have been carried out and any new information obtained, particularly with regard to exposure and use
Full reports of the S DS testing do not need to be attached, but they should be available on request.

11 The data dements in the origind SDS Dosser for which no SIDS tests had been requested are normlly
congdered to be of adequate qudity, and can be used asabadsfor making an initid assessment. In some cases, the content
of the datadementsin the origind SDS Dosser might be reviewed, taking into account the "Quality of and Accessto Data
Used to Prepare SDS Dossers' (s Sadtion 3.2) and the comments by Member countries through the SIDS Review
process The vdidatied data should dearly be identified in the SIDS Dosser as"prefarred results' (see dso Section 24, and
Annex 2 tothisManud; Modd SDS Dosser).

12. The Full SDS Dosser, aswdl asthe arigind SIDS Dosser, should, if possble, be submitted with dataon a
HEDSET diskette, an export filefrom the IUCLID, or ther print file

424 9DSInitial Assessment Report
13. The SDSInitid Assessment Report should indudes

» chemicd identification, physcal/chemicd properties and information on dassfication and ssfe handling
procedures (if appropricte);

o asEsmentsof environmenta exposure and ecotoxicity data;

e asEsmentsof humean exposure and toxidity deta;

e comparison of the results of the exposure and effects assessmants for the environment and human hedlth
respectivey; and

» ocondudons and recommendations rdaed to the potentid risk and fallow-up work or adtion if any are

conddered necessay.

14. The SIDS Initid Assessment Report should be a "sand done' document.  Therefore, the Report should aso
include, in each rdevant saction, ashort saf-explanatory summary of the data; for spedific detalls, crassreference should be
mede to the Full SDS Dosser which isannexed. The data usad for developing an assessment report should be examined
caeully, epedidly for those chemicdswhich have agreat ded of data The key dementsfor the dataevauation are hown
in "Congderations Concerning the Adequecy of Daain the SDS', Section 35 of thisManud. Findly, only the vaidated
data, i.e preferred results should beintroduced in the assessment report and usad for the assesament.

15. Itisdso very important to dearly identify which modds, factors assumptions, eic. have been usad in making the
initid assessmeants in order to dlow others to underdand the reasons (and the uncartainties assodiated with them) behind
the condugons and recommendations

16. An outline of the proposad sructure and content of the SDS Initidl Assessment Report is st out in Annex 1 to
this document.  The dructure has been modified from thet usad for reports up to and induding the 3rd SAM. Thisis
because expaience in the SDS Programme has shown thet it may be more gppropriate to discuss exposure and effects for
the environment and for human hedth separady, rather than to ded with dl exposure Stuaions and types of effects

respectively.

17. Thelength of the assessment report will depend upon the chemiicd being conddered. A greet ded of datardated
to different endpoints may be available for some chemicds, while only limited data on basic endpoints may be avalable for
others In both cases, however, the reports should generdly be less than about 15 peges in order to focusthe discussion in
the assessment meding. Dealed information on the process and the results of assessmeant, eg. on the edimation of
environmental concentrations, can be added as an annex, where required.
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18. At the 3rd SAM hdd in Williamsburg, Virginia, in February 1995, participants agreed that the SARS on
Trighanolamine and Diethandlamine deveoped by UK were good modds for the preparation of SARS though they were
written according to the former Sructure.

19. The SIDS Initid Assessment Profile and Initid Assessment Report dong with the Full SIDS Dosser will be
published and made available world-wide through IRPTC.

425 Useof Guidance Materials

20. The falowing provisond guidance documents (also induded in this manud) are avalable from the SIDS
Contect Points:

Initid Assessment of Environmental Exposure (Section 4.3);

Initid Assessment of Occupaiond and Consumer Exposure (Section 4.4);
Initid Assessment of Aquatic Effects (Section 4.5); and

Initid Assessment of Hedlth Effects (Section 4.6).

21 These guidance documents have been developed besed on discussions among many experts from Member
countries, the Europeen Commisson, IPCS and other bodies a the OECD workshops on assessmatt, in the Hazard
Assessment Advisory Body and in the Steering Group on Exising Chemicas The intention of these guidance documentsis
to ensure that Soonsor countries have a.common gpproach in deveoping thar DS Initid Assessment Reports

22. These guidance documents provide the "dae-of-the-at’ in eech areq, i.e svard methods, modds, factors,
assumptions, ec, which are used in some Member countries are introduced.  They are intended to be used in the gpirit of
"leaming by doing’. Therefore, it would be very hdpful if the Sponsor countries could indicate in their reports where they
usad methods other then those suggested in the provisond guidance and, in such cases why.

23. These guidance documents will be reviewed regualy in order to evduae ther usfulness to identify
commondities in goproaches, and to make suggestions for further improvements and harmonization.  In the long term,
harmonisation of assessment methodsisthe god.

426 Discusson atthe S DSl nitial Assessment Medting

24, Each SDS Initid Assessment Report is dreulated by the Sponsor countries to dl SIDS Contact Points and the
OECD Secrdaria and is then discussed @ the SIDS Initid Assessment Medting.  The purpose of the SIDS Initid
Asesament Medting isto reach consensus on theinitid assessments and the condusons and recommendations.

25. Basad on aninitid assessment of the effects and exposure data provided in the S DS Dosser, esch chemica can
be described in light of the potentid it presents for risk to man and/or the environment (induding the extent of exposure and
current risk reduction messures) and of the need for further work or action (eg. post-SIDS tegting, exposure andyss in-
depth risk assessmant, further risk management action).  Given the various possble combinaions, condusons and
recommendaions could be written, for example, asfallows

*  Thechemicd can be conddered to presant alow potentid for risk to man and the environment. Thus, there
isno current priority for undertaking post-SIDS testing andlor exposure analyss or an in-depth assessment;

* The chemicd may present a potentia for risk to man and/or the environment. Thus there is a priority for
undertaking pog-SIDS tedting and/or exposure andlyss and/or an in-depth assessment to darify the neture
or extent of the potentid risk;

»  Thechemicd presentsapotentid for risk to man and/or the environment. However, risk reduction messures
currently in placein Member countries are conddered adequite to contral therisk. Thus, thereis no current

priority for further risk management action;

»  Thechemicd presantsapotentia for risk to man andlor the environment. Due to the exposure and/or lack of
curent risk reduction messures, risk management actions might be necessary. These could range, &s
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gopropriate, from respondble care adtivities by the chemicd indudry to naiond or internationd risk
reduction activities;

e Hc

26. The hazard(s) should be identified in the condusions and spedific further work or action to be undertaken should
be proposad in the recommendations by the Sponsor country.  Information on risk reduction meesuresin Member countries
(eg. dassfication, safe handling procedures, eic.) should dso beinduded in the report, if rdevant.  Theseissueswould be
discussed and daified a the SSAM and reviewed by the Steering Group and, subsequently, by the Joint Medting.

27. It is concavable that a chemicd could be congdered to presant a potentid risk basad on a spedific hazard and
thet there could dso be a priority for further activities to daify other potentid effects (eg. a chemicd which is dearly
genatoxic but on which further tesing is reguired to darify agquetic effects).

28. For those chemicals for which pog-SDS work and/or the in-depth risk assessment is recommended, the SAM
hasto discussthefolowing issues

theraiondefor and nature of further work needed to be done

therddive priority of thiswork;

the provisond time schedule; and

acountry to oversee thework done by indudry, etc. (see Chapter 5 of thisManud)

29. For those chemicds which present a potentid for risk and for which further risk management adtions are
conddered necessary, more discusson on the raionde for further risk management actions eic. basad on information on
curent risk management of the chemicd will be hed in the Sleering Group and, if needed, ds0 & another forum in the
OECD.
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Annex 1

PROPOSED STRUCTURE AND CONTENT OF THE SDSINITIAL ASSESSMENT REPORT

0. COVER PAGE
SDSINITIAL ASSESSMENT PROFILE
FULL SDSSUMMARY

See Annex 2, 3and 4 to thisguidance

1 IDENTITY
This chapter should indude the fallowing bagc information on the chemicd:

* idettificaion of the chemicd (eg. CAS Number, name, molecular formula, eic.)
» compostion (eg. degreeof purity, impurities or additives, difference of purities among products)
* bascdementsof physicd-chemicd propaties (eg. water solubility, Pa., Vaoour pressure, etc.)
o dassfication used in Member countries if gppropriate
It may a0 suggest Imilar or analogous chemicals for which detalis reedily avallable and with which the SDS
chemical under condderation could be compered.

2 GENERAL INFORMATION ON EXPOSURE

Generd information on exposure should be summarised for the dear underdanding of the exposure scenaio
destribed in Chapter 3, eg.:

production volume

usesand functions

form of marketed product(s)

source(s) of rdeaseto the ewvironment

information on ssfe handling procedures (eg. MSDS), if gppropriate

BExposure Stuationsin the Sponsor country and in other countries should be described.

3. ENVIRONMENT
31 Environmental Exposure
311 Genera Discusson

Based on the informaion on exposure, use pattern and phydcad-chemica properties environmentd fate and
pathways are quditaively discussed.
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The destription here dso indudes discusson on:

fatein wage waer trestment plants \WWWTP), if rdevart;

digributionin ar, waer, il &c.;

abiotic and biotic degradation in air, water, 0il;

biceccumulation in different environmental compartments; and

possibility to form degradation products and their environmenta fate and pathways

Environmentd compartments to be discussad in the exposure assessment should be idertified following an
andydsof rdease and accumulation.

312 Predicted Environmental Concentration

If quartitative andyssis possble, Predicted Environmentad Concentrations (PECs) should be derived based on
monitoring datas and/or calculation by usng exposure modds  Edimation indudes two gpproaches depending on the
rdigbility of deta;

*  basad on monitoring dataand supported by cdculaion using modds (to be preferred); or
»  basad on cdaulaion usng modds and supported, if possble, by monitoring data

When an exposure modd is used, the frame and key parameers should be summarisad here or dtached as an
anex.

At aminimum, PEC o gy @0 PEGo 1N the aguaic compartment should both be derived. Monitoring deta
should be dlocated to ether regiond (globd) or locd levds PECsin other compartments (i.e. sediment, sail, ar) may be
derived and discussed depending on the exposure scenario.

If a quartitative andyds is not possble, a quditative evauaion usng use patten and other information on
physicd-chemicd properties and exposure may be given.

32 Effectson the Environment

321 Agquatic effects

Reauits of ecotoxidity testsareintroduced and discussad, ie:

* aoute(short-term) toxiaty to fish, Daphnia and dgee;

»  avallable subchronic/chronic (prolonged/long-term) toxidity detaon fish, Daphnia and dgee; and

o other ecotoxidty dataavailable

Quditative condderaions are <o to be mentioned concerning:

« thetoxic modeof action of the chemicd; and

» posshility to cause dhronic efects basad on physica-chemicd propeties dahility, rdationship between

acute toxidty and time, rlease pattern, degradation products, etc.

Findly, the Predicted No Effect Concentration (PNEC) vaue for the aguatic environment is derived by applying
revant assessment factors: The reasonsfor choodng these factors should be dated.

322 Tearedria efects

If Sgnificant exposureto the terredtrid environment is expected, effects assessment for the terretrid environment
should be consdered.

323 Other fects
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Other ecotoxicologicd information that is available should aso be taken into account and discussed depending
on the exposure scenario and the rdigbility of the methods for effect assessments (eg. "'secondary poisoning”, effects on
sediment-dwdling organiams, effects on miado-organiams in WWTP, efeds on the amogphere).  If there is a
biceccumulation potentid, the discusson on the possibility of adverse effects due to "sscondary poisoning” is recommended
to beinduded.

If a quartitative andyds is not possble (eg. chemicds difficult to test or undable), a quditative evauaion
basad on phydcd-chemica properties and estimation from and ogues can be given.
33 Initial Assessment for the Environment

This indudes a comparison of exposure assessmatts and dfedts assessmat.  The discusson on eech
environmentd compartment should be described in separate subsadtions (i.e 3.3.1 Aqudic compartment, 3.3.2 Taredrid

compartment, €c.).

If a quantitative andyss is possble, the PEC/PNEC rdtio is cdoulaed for each rdevant environmenta
compartmen.

« If PEC/PNEC® 1, agpedfic hazardisor may be posad and Post SIDSwork or other further activities should
be consdered.

* If PEC/PNEC < 1, a hazard cannat be idertified and the chemicd can be conddered to present a low
potentia for risk to the environment. (If PEC/PNEC < 1 but near 1, the uncertainty of exposure sssessment
and effect assessment should carefully be examined. If there is a gredt degree of uncartainty, refinement of
theinitid assessment isrecommended as further work.)

If a quantitative andyss is not possible, a quditative evduation by esimation basad on exposure and effects

information can be given.
4. HUMAN HEALTH
41 Human Expoaure

Based on the information on exposure, use pattern and physca-chemicd propaties, the human populaions on

which the exposure assessment should be focused areidentified. The exposurelevd for each populaion is then discussad.,

411  Occupational exposure

Occupationd exposure Stuations are discussed and, if gopropriate, the Edimated Human Exposure (EHE) vaue

is derived taking into account any meesured deta avallable andlor esimation by usng modds  Workplace exposure limit
vaues(eg. TLV, MAK) dreedy determined should beintroduced here

412 Conaumer exposure

Posshilities for consumer exposure are discussed and, if gopropriate, the EHE is cdculaied by usng exposure

modds

413 Indirect exposurevia the environment

Based on the discusson about the environmenta exposure assessment, the possibility of indirect humean exposure

(viafood, water and air) is discussed and, if gppropriate, the EHE is cdculated taking into acoount the monitoring data on
fish and mammals or esimation by usng modds

42 Effectson Human Hesalth
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Reaults of toxiaty tests and other information areintroduced and discussad, i e

mode of action of the chemicd, toxicokingics and meaboliam
b) acutetoxidity,
0 repeded dosetoxidty;
d) reproduction/developmentd toxicity;
€ gendictoxidty; ad
f) any other humen hedth rdated information thet isavailable

If human data are d<0 avalable, they should be described separady from non-human datar Toxicologicd
sgnificance of bregkdown products or metabalites should be discussad where necessary.

From the test resuiits on repested dose toxicity and reproduction/developmentd toxicity, NOAELS are derived.
Other toxicity datainduding test conditions should be carefully examined and discussed.

43 Initial Assesament for Human Hedlth

Thisindudes acomparison of exposure assessments and effects assessments The routes of exposure reulting in
toxidty and ariticd effects and target organs should beidentified in order to darify the use of sdected NOAELs

Fndly hazards for different humean population should be identified and described in sparate subsections (i.e
4.3.1 Workers 4.3.2 Consumers and 4.3.3 Those exposed viathe environment).

For repested dose toxidty and reproduction/devdopmenta toxiaty, risk for humen hedth is examined by
comparing the EHE with the NOAEL form animd dataor, if avalladle, with actud human data

If the esimated exposure levd for a spedific human population is larger than the edimated effect levd of
concan, i.e the EHE islarger then or equal to the NOAEL, a pedific hazard may exist and pos-S DS work
or other further adtivities should be congdered.

If the esimated expoaure levd is much amdler than the edimated effect levd of concarn, i.e the EHE is
much andler than the NOAEL, ahazard cannat beidentified and the chemical can be consdered to present a
low potertid for risk to man.

If the edimated exposure levd is less than but dose to the esimated effect levd of concan, i.e the "margin
of safety” isnot very large, the uncertainty of exposure assessment and effect assessment should carefully be
examined. If thereis agredt degree of uncatainty, refinement of the initid assessment is recommended as
further work.

For other toxicdlogicd endpoints, aquditaive evauation can be given.

5. CONCLUY ONSAND RECOMMENDATIONS
51 Condusons

Proparties and efedts of the chemicd and the reault of the initid assessment for the environment and human
hedth on the poterttid risk are summarised in this section asthe overdl condusions If Sgnificant datagapsexis (eg. lack
of information on exposurre), these should beidentified.

52 Recommendations
The recommendations by the Sponsor country are rdated to the need for further work or action (eg. pos-SIDS
testing, exposure andyss, in-depth risk assessment, further risk management action) based on the condusons: Thereasons

which support the recommendaions induding a summary of risk reduction messres or safe handling procedures in
Member courtries, are given.
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If pos-SIDSwork, or other further work or action is recommended, spedific proposals should aso be given.
6. REFERENCES

References nat induded in the Full SDS Daosser should be destribed. References on key informetion could o
beintroduced here even if they are duplicated with those shown inthe Full SDS Dosser.

ANNEX : Full SDSDosser
See Chapter 2 and Annex 2 of thisManudl.
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Annex 2

Cover Pageto beusad for the Circulation of the S DS nitial Assessment Reports

COVER PAGE
SIDSInitial Assessment Report

for

_th SIAM

(Pace date)

Chemicd Name:
CASNo:

Sponsor Country:

Nationdl S DS Contact Point in Sponsor Country:

HISTORY:

SDS Dosser ad Teding Fan were reviewed a the SDS Review Meding or in SDS Review
Process on (dete), where the following S DS Tedting Plan was agreed:

no tesing ()
teding ()

(If "testing" ismarked, the te(s) should beidentified.)
(If the SAR was discused a a previous SAM, this should be mentioned and the resson given for it being
discussd again.)
COMMENTS
(Other remarks should bewritten here)
Deedlinefor drculation:

Daeof Circulaion:
(Todl Nationd SIDS Contact Points and the OECD Secretariat)
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Annex3

SDSINITIAL ASSESSMENT PROFILE

CAS No.

CHEMICAL NAME

STRUCTURAL FORMULA

CONCLUSIONSAND RECOMMENDATIONS

[The summary of properties and effects of the chemical and the result of the assessment on potential
risk, and recommendations related to further work or action, as appropriate, together with the reasons
which support it]
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Annex 4

FULL SIDSSUMMARY

CASNO: SPECIES PROTOCOL RESULTS
PHYSICAL-CHEMICAL
21 Melting Point °C
2.2 Boiling Point °C (at kPa)
2.3 Density kg/m?®
24 Vapour Pressure kPaat °C
25 Partition Coefficient
(Log Pow)
26A. Water Solubility mg/l at °C
B. pH at °C
pKa
212 Oxidation: Reduction mvV
Potential
ENVIRONMENTAL FATE AND
PATHWAY
311 Photodegradation Inair Ty, =  hour
312 Stability in Water Tip= min
3.2 Monitoring Data In air =  mg/md
In surfacewater= mg/l
In soil/sediment= mg/g
In biota = mgJg
3.3 Transport and Distribution Calculated
(Fugecity Level 1 In Air %
type) In Water %
InSediment %
In Soil %
In Biota %
(local exposure)
35 Biodegradation

ECOTOXICOLOGY

4.1 Acute/Prolonged Toxicity to
Fish

4.2 Acute Toxicity to Aquatic
Invertebrates
Daphnia

4.3 Toxicity to Aquatic Plants
eg. Algae

45.2 Chronic Toxicity to Aquatic

LCsx (24 hr) = mg/l, LCx (48 hr) = mgll,
LCsx (72hr) = mg/l, LCx (96 hr) = mg/l

ECs (24 hr) = mg/l, ECy (48 hr) = mgll,

ECy ( hr) = mg/l
NOEC( hr)= mgl/l
ECys( d) = mg/l (Reproduction)

Invertebrates (Daphnia) ECyxs( d) = mg/l (Growth)
LCys( d) = mg/l
NOECs( d) = mg/l
4.6.1 Toxicity to Soil Dwelling LCyh( d)= mg/Kg
Organisms NOEL ( d)= mg/Kg
4.6.2 Toxicity to Terrestrial Plants ECy( d) = mg/Kg, LCy = mg/Kg
ECo( d)= mgKg, LCyp=  mgKg
ECo( d)= mgKg, LCh=  mgKg
(4.6.3) | Toxicity to Other Non- LD ( hr)=  mg/Kg

Mammalian Terrestrial
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CASNO: SPECIES PROTOCOL RESULTS
| Species (Including Birds)
TOXICOLOGY
511 Acute Ora Toxicity LDg = mg/Kg
512 Acute Inhalation Toxicity LCyp = mg/m?
513 Acute Dermal Toxicity LDg = mg/Kg
5.4 Repeated Dose Toxicity NOEL = mg/Kg
55 Genetic Toxicity In Vitro
A. Bacterial Test + or - (With metabolic activation)
(Gene mutation) + or - (Without metabolic activation)
B. Non-Bacteria In Vitro Test + or - (With metabolic activation)
(Chromosomal aberrations) + or - (Without metabolic activation)
5.6 Genetic Toxicity In Vivo +or-
5.8 Toxicity to Reproduction NOEL =mg/Kg (General toxicity)
NOEL =mg/Kg (Repro. Tox. parental)
NOEL =mg/Kg (Repro. Tox. F1 generation)
59 Developmental Toxicity/ NOEL =mg/Kg (General toxicity)
Teratogenicity NOEL =mg/Kg (Pregnancyl/litter)
NOEL =mg/Kg (Foetal data)
511 Experience with Human
Exposure
[Note] Data beyond SIDS requirements can be added if the items are relevant to the assessment of the chemical, eg.

corrosiveness/irritation, carcinogenicity.
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